BMJ Open publishes all reviews undertaken for accepted manuscripts. Reviewers are asked to complete a checklist review form (http://bmjopen.bmj.com/site/about/resources/checklist.pdf) and are provided with free text boxes to elaborate on their assessment. These free text comments are reproduced below.
On pg. 7, line 7, the authors state, "We systematically included all adult participants of the MBRP program with a current AUD. There was no non-inclusion criterion." It is unclear what the authors mean by systematically. Additionally, the abstract states all participants who "might benefit from the MBRP program" were included. These two explanations seem inconsistent.
Beginning on pg. 7, line 49, authors describe the sixth session of MBRP was to "learn to consider thoughts as thoughts only, not as reality." The authors might consider changing "not as reality" to "not as reflections of reality" or "not as inherent truths." As the occurrence of the thought is real; however, its contents may not be true.
The authors may want to include a rationale for not collecting data at post-course.
Please include reliability statistics (i.e., cronbach alphas) of the included measures.
Please include citations for the TLFB and CEQ-F.
On pg. 9, line 23, authors state they collected the "intensity" of the meditation practices. Please include an operational definition of intensity (e.g., duration of practices, frequency of practices, etc.) The abstract states the frequency of home-practice was measured; however, this should be stated in the manuscript.
The MICE method is intended for use with data missing at random (MAR), according to Azur et al. (2011) . The authors should state the nature of the missing data and provide a rationale for the method used to address the missing data.
Results
Under the subheading, Correlations between mindfulness level and drinking and non-drinking outcomes, it is unclear which time points the correlational analyses are referring to.
Under the subheading Drinking outcomes, the results do not seem to be reported in accordance with what was stated in the Method section. The Method section stated, "Results were considered significant only when they were significant on all five generated data sets with the MICE method." In the Results section, significant reductions were reported between baseline and 3-month follow-up on several outcomes; however, it is later stated, "None of these changes reached significance with the MICE method." It is unclear whether the results being presented are to be considered significant or not. If they are not in alignment with what is stated in the Method section, they should not be reported as significant, as that is misleading and confusing to the reader.
Under each of the following subheadings, significant reductions should not be reported if they are not consistent with the reporting method stated in the Method section.
All use of Greek letters (e.g., p-values) when reporting results should be italicized, unless otherwise stated within journal instructions.
Please check journal parameters for number of decimal places to include in p-values.
Discussion
The reporting issue within the Results section subheadings should be addressed within the Discussion section as well.
In the Craving subsection, please specify time points at which differences were found (i.e., in first sentence, "We found a significant reduction ..."
On pg. 15, line 25, the authors state they focused on non-drinking outcomes; however, the introduction only refers to drinking outcomes, and the results include drinking and non-drinking outcomes. Consistent language should be used throughout the manuscript.
On pg. 15, line 36-38; pg. 16, line 53-55; and pg. 17, line 31-33 , discussion of causation should not be included as the study was of observational design. Hypothesized causation should be qualified with a reminder that because the study was not experimental and did not include a manipulation of an independent variable, a causal relationship cannot be concluded.
On p. 16, it is unclear why the section is titles, Global cognitive functioning; this is not what the AAQ assesses.
In that same section, authors state that mindfulness-based interventions "lead participants to develop a brain state that enables them not to react automatically …" This should be cited if there is indeed evidence for this. Otherwise, it should be stated more conservatively. Also consider is that it may not be a "state" that is developed. Rather it may a process or skill that can is developed.
The following subsection titled Emotion regulation is also a misnomer; what is assessed here is measures discussed is levels negative affect (depression and anxiety), versus the ability to regulate them.
Under the Limitations subheading, the authors should include that all participants attended regular medical appointments with an addiction specialist, and 60% of the participants attended individual therapy.
Under the Conclusions subheading, it cannot be concluded that MBRP accounted for significant changes in outcome measures, as there was no control condition, and the participants were attending other appointments also related to their substance use.
Figure 2, unless this will be printed in color, the lines should be distinguished using dashes, dotted lines, etc, so they can be differentiated. 
GENERAL COMMENTS
Overall the description of the data is sound. The study itself however does not move the study of alcohol treatment forward in a significant way. This is largely because the study is small scale and observational and its goals are very modest (to determine feasibility and acceptability). While these are not weaknesses per se, they suggest that the findings would have more "local" interest or should be primarily aimed at practitioners rather than an academic medical/psychiatric audience. I hope that my feedback will not be too discouraging for the authors, who I hope can find a suitable outlet for these findings.
Other comments. It is not clear whether the "French national committee for informatics and liberty" is a searchable index. Was the study preregistered and if so were the stated primary and secondary outcomes pre-specified. If not, this is not a major problem from my perspective, but clarification on these points would be helpful.
I am not sure what the basis of the authors' assertion that CBT has the "highest level of proof of efficacy in addictions" Are the authors referring to the quantity or *quality* of the evidence? What do the authors consider to be "CBT"?
It is inaccurate to state that CBT "target[s] one specific situation linked to a specific thought and …behavior". A therapist might tackle discrete episodes/high risk situations one at a time, but they would not just target a single ("one specific") situation, otherwise there would be no opportunity for generalization of therapeutic effects.
Acceptability of the intervention was not formally assessed (quantitatively or qualitatively) but is indirectly inferred from engagement.
There are a large number of inferential statistical analyses. Given that no real inferences can be drawn without a control group, such analysis is problematic. The reporting of p values in a study of this sort is probably less important than reporting effect sizes.
VERSION 1 -AUTHOR RESPONSE
Reviewer: 1
In the present manuscript, authors describe a study which aims to establish feasibility, acceptability, and initial efficacy of Mindfulness-Based Relapse Prevention (MBRP) among treatment-seeking patients who have been diagnosed with Alcohol Use Disorder (AUD). The study used an observational design, with data collected in a naturalistic setting at baseline, and at subsequent 3-month and 6-month follow-ups. Results support feasibility and acceptability of MBRP among adults with AUD. Results also showed increases in psychological flexibility, mindfulness, and quality of life, as well as decreases in negative affect, craving frequency, and days of heavy drinking.
The study strengths include the explanation of the differences between CBTs and mindfulness-based interventions and the rationale for conducting the study. Limitations of the study include lack of control group, relatively small sample size, and lack of novel design or outcomes. There are also several issues, outlined below, which need to be addressed before the manuscript is ready for publication.
1: Primary concerns include basic grammar and language issues (e.g., capitalization inconsistenciesMindfulness-Based Stress Reduction and mindfulness-based cognitive therapy; inconsistencies with in-text citations placed before or after the period e.g., pg. 5, line 19; pg. 17, line 18; missing parentheses, e.g., pg. 4, line 43; and inconsistencies between the abstract, summary, and manuscript, e.g., the outcomes being measured, the process of participant recruitment).
R1: We thank the reviewer for the careful reading; we apologize for these errors which have been corrected We have also homogenized the description process of recruitment in the abstract page 2 lines 8-9: "We included all patients with a current alcohol use disorder who participated in the MBRP program (N=52)." …with the description in the manuscript Page 7 lines 19-20: "We included all patients with a current AUD who participated in the MBRP program " We also gave a more complete description of the outcomes being measured in the abstract: Page 2 lines 13-16: "Secondary outcomes were changes in craving frequency, quality of life, psychological flexibility, drinking outcomes, depression, anxiety and mindfulness levels" Abstract 2: The primary aim of the study is described as examining the "feasibility, acceptability and preliminary efficacy data on craving, quality of life and psychological flexibility of …MBRP .. in alcohol use disorder." This program, and these outcomes, however, have already been assessed in several clinical trials. Please specify why this is considered a feasibility trial (e.g., AUD only? France vs The States?) Support should be given for this. For example, if the novelty is that the study is in France, the Introduction might include citations for the need for assessing interventions in different cultural contexts.
R2: We totally agree with this comment. We did not sufficiently highlight the specificity of our study. Thus we added the following sentences in the objective section of the abstract on page 2 line 1"Cultural differences between the United States and France led us to examine" and page 2 line 4 "in France" . As we cannot exceed the maximum number of words we added the following sentence on page 5 lines 26 to 28. "These results show that it is essential to assess the acceptability of this type of intervention according to the cultural contexts in which it is provided." We also added the following sentence on page 6 line 10, referring to the fact that the study focuses only on alcohol use disorders: "Therefore, it seemed useful to conduct a study on patients with AUD only." Introduction 4: On pg. 4, authors use the phrase, "proof of efficacy in addictions" This might more accurately read, "support for" or "evidence suggesting" versus proof.
R4: We thank the reviewer for this comment, we have reformulated this sentence; page 4 lines 9 to 10: "There is evidence supporting the efficacy of CBT's in the treatment of addictions" 5: On pg 4, line 20, authors state, "…their efficacy can blur over time." The meaning of this statement is unclear, and the use of the word blur is colloquial. R5: We agree that this sentence wasn't very clear and that the word "blur" was inadequate, we changed it as follows (page 4 line 10-11): "However, some patients are resistant to CBTs and its effectiveness decreases in the long term" 6: On pg. 4, beginning on line 22, the authors state, "The limits of CBTs can be explained by the presence of underlying processes linked to self-control and persistent dysfunctional coping strategies." This sentence needs further explanation or clarity. R6: We thank the reviewer for this comment we added more details about which facets of self-control are concerned: The sentence is now the following (page 4 lines 11-18): "The limits of CBTs can be explained by the presence of underlying processes linked to self-control, such as persistent suppressive coping strategies. Emotional suppression, or the tendency to respond to negative emotional states with alcohol consumption, is common in patients with AUD (Zywiak, Connors, Maisto, & Westerberg, 1996) and can lead to automated behaviors which are difficult to inhibit. Paradoxically, the attempt to suppress negative emotions promotes their emergence. (Moritz et al., 2016) Complementary strategies to promote acceptance of emotional states could be useful to overcome such automatic reactions. (Bowen, Witkiewitz, Dillworth, & Marlatt, 2007; Hartwell et al., 2011; Wegner, Schneider, Carter, & White, 1987) We also added the following sentence on page 6 line 10, referring to the fact that the study focuses only on alcohol use disorders: "Therefore, it seemed useful to conduct a study on patients with AUD only."
10: On pg. 5, line 50, the authors should explain what "treatment as usual" was in the referenced study.
R10: We thank the reviewer for giving us the opportunity for being more precise, we added information about the treatment as usual. Page 6 lines 2-3: "The MBRP program has shown efficacy in comparison to treatment as usual, based on the Alcoholics/Narcotics Anonymous 12 steps program with group meetings one to two times a week" 11: On pg. 5, line 53, authors state that participants in the referenced study (in-text citation 27) were mostly homeless; however, this was never stated in the referenced study. It is possible the current authors intended to cite a different study. R11: We apologize for our mistake, we have indeed confused this with the description that was made in Bowen's 2009 study (Bowen et al., 2009 ) "and 19% of outpatient and 75% of inpatient clients are homeless" and not the 2014 study. We removed this information and added other elements from the 2014 study to show the complementarity of the different study designs that were used. Page 6 lines 4-8. "…patients received compensation for completing the questionnaires and a participation bonus. This may interfere with an assessment of the acceptability and feasibility of the program. It is worth supplementing these existing efficacy data with an ecological study without incentive for participation.
12: On pg. 5, line 35, it is unclear why the authors are discussing underlying mechanisms of action when they are not including these in their analyses. R12: Our apologies for not having been clear enough. With "underlying processes" we meant the change of underlying commonly used coping strategies in AUD, through mindfulness training. We added the following sentence and hope that the idea is clearer now. Page 6 line 30 to page 7 line 1: "The parallel assessment of these resources and drinking outcomes could allow a better understanding of the underlying mechanisms of action of mindfulness-based strategies in AUD and to what extent the direct impact of mindfulness training on resources such as mindfulness levels or psychological flexibility, could have an indirect impact on alcohol consumption, through the use of more adaptive and non-suppressive coping strategies" 13: On pg. 5, line 40, authors should state how reductions and increases will be measured (e.g., statistically significant changes, reaching a statistically or clinically significant cutoff point) R13: We added the following information to respond to your request: page 7 lines 4-7 "Our hypothesis was that the MBRP program could significantly reduce craving and improve mindfulness levels, psychological flexibility and quality of life in AUD by comparing significance of change from baseline to 3 months and 6 months, in a naturalistic clinical setting."
14: The authors do not include any hypotheses related to feasibility and acceptability. R14: We thank the reviewer for this important comment; we added a hypothesis related to feasibility: page 7 Lines 7-10 "Moreover, we hypothesize that this group will demonstrate good acceptability and feasibility with good participation in the sessions and implementation of home practice. Proxies for assessing feasibility were the number of attended treatment sessions and the frequency of mindfulness home practice"
Method 15: On pg. 7, line 7, the authors state, "We systematically included all adult participants of the MBRP program with a current AUD. There was no non-inclusion criterion." It is unclear what the authors mean by systematically. Additionally, the abstract states all participants who "might benefit from the MBRP program" were included. These two explanations seem inconsistent. R15: Indeed, the sentence is misleading. We changed the sentence as follows: page 7 lines 19-20: "We included all patients with a current AUD who participated in the MBRP program " We also changed this sentence in the abstract. Page 2 Lines 8-9 "We included all patients with a current alcohol use disorder who participated in the MBRP program (N=52)."
16: Beginning on pg. 7, line 49, authors describe the sixth session of MBRP was to "learn to consider thoughts as thoughts only, not as reality." The authors might consider changing "not as reality" to "not as reflections of reality" or "not as inherent truths." As the occurrence of the thought is real; however, its contents may not be true. R16: This remark is very relevant and significantly improves our manuscript. We have adopted your suggestion page 8 line 15 "not as reflections of reality" 17: The authors may want to include a rationale for not collecting data at post-course. R17: We thank the reviewer for this very interesting comment that gives us the opportunity to explain the methodological choices we did. Page 10, lines 10 -15: "We choose to evaluate at three months, and not immediately after the end of the course, because the majority of the evaluations we used were based on the last 4 weeks. The same applies to the drinking outcomes (TLFB). It seemed more relevant to evaluate the condition of our patients over the 4 weeks following the end of the program rather than over the last 4 weeks of the program. This seems all the more relevant when it comes to the evaluation of the introduction of a home practice."
18: Please include reliability statistics (i.e., cronbach alphas) of the included measures. R18: We added cronbach's alpha of each included measures Page 9 line 5 to page 10 line 2.
19: Please include citations for the TLFB and CEQ-F. R19: We apologize for this inattention error and have added the references page 8 line 25 and page 9 line 6. 20: On pg. 9, line 23, authors state they collected the "intensity" of the meditation practices. Please include an operational definition of intensity (e.g., duration of practices, frequency of practices, etc.) The abstract states the frequency of home-practice was measured; however, this should be stated in the manuscript. R20: The word intensity was not well chosen; we replaced it with the word frequency (page 10 line 4-5 "We collected the frequency of the formal and informal practice of meditation…" 21: The MICE method is intended for use with data missing at random (MAR), according to Azur et al. (2011) . The authors should state the nature of the missing data and provide a rationale for the method used to address the missing data. R21: We agree that the use and description of the results with these two imputation methods was unclear. We have therefore chosen to present only the results obtained with the median method. We changed this information in the method section page 10, lines 18 "We handled missing data by using a median imputation." We also modified the entire manuscript accordingly (results, discussion etc) We added the following statement about the nature of missing data on page 10 lines 18-19: "The missing data were mainly related to missed evaluation appointments or incomplete questionnaires." We added the following sentence to the limitation section: Page 18 lines 25-26:" … does not allow to assess the efficacy of the program but only to report on changes in an observational way"
Results 22: Under the subheading, Correlations between mindfulness level and drinking and non-drinking outcomes, it is unclear which time points the correlational analyses are referring to. R22: As we were mainly interested in associations between concepts per se, we conducted the correlation analyses at the inclusion. We have clarified this point in the methods section on page 10 line 21 by adding "on baseline"
23: Under the subheading Drinking outcomes, the results do not seem to be reported in accordance with what was stated in the Method section. The Method section stated, "Results were considered significant only when they were significant on all five generated data sets with the MICE method." In the Results section, significant reductions were reported between baseline and 3-month follow-up on several outcomes; however, it is later stated, "None of these changes reached significance with the MICE method." It is unclear whether the results being presented are to be considered significant or not. If they are not in alignment with what is stated in the Method section, they should not be reported as significant, as that is misleading and confusing to the reader. R23: As mentioned above (R21); We agree that the use and description of the results with these two imputation methods was unclear. We have therefore chosen to present only the results obtained with the median method. We have therefor revised the paragraph "statistical analysis" as follows: Page 10, lines 18: "We handled missing data by using a median imputation."
24: Under each of the following subheadings, significant reductions should not be reported if they are not consistent with the reporting method stated in the Method section. R24: As we decided to keep only the median imputation for greater clarity. We modified the entire manuscript accordingly. In the Craving subsection, please specify time points at which differences were found (i.e., in first sentence, "We found a significant reduction ..." R28: We thank the author for this comment, we added "at 6 months" on page 16 lines 25-26.
29: On pg. 15, line 25, the authors state they focused on non-drinking outcomes; however, the introduction only refers to drinking outcomes, and the results include drinking and non-drinking outcomes. Consistent language should be used throughout the manuscript. R29: This wording could indeed lead to confusion we thus changed the word "particularly" to "also" to make things clearer (page 16 line 19) We specified in the introduction that we were particularly interested in non-drinking outcomes; Page 6 lines 17-19 "We also aimed to report the preliminary efficacy data of this program, with a special focus on non-drinking outcomes, particularly craving, mindfulness levels, psychological flexibility and quality of life." But we have added additional information on the processes involved: page 6 lines 32 to page 7 line 1: "and to what extent the direct impact of mindfulness training on resources such as mindfulness levels or psychological flexibility, could have an indirect impact on alcohol consumption, through the use of more adaptive and non-suppressive coping strategies" 30: On pg. 15, line 36-38; pg. 16, line 53-55; and pg. 17, line 31-33, discussion of causation should not be included as the study was of observational design. Hypothesized causation should be qualified with a reminder that because the study was not experimental and did not include a manipulation of an independent variable, a causal relationship cannot be concluded.
R30:
We have modified the concerned sections as follows: Page 16 lines 25-28: "This result could suggest that mindfulness training could have a direct action on craving and could reduce craving intensity. However, it should be noted that no causal link could be drawn through this observational study. Further studies should be lead to explore this hypothesis." We removed the sentence page 18 lines 1-4 as it suggested causal links: "Still, we found an interesting significant negative correlation between mindfulness levels and the impact of alcohol on quality of life, which supports the hypothesis that by increasing mindfulness levels, we could also increase quality of life in AUD. " Page 18 lines 18-22 "The fact that mindfulness levels were negatively correlated to the impact of alcohol use on quality of life, depression, anxiety, craving frequency and drinking outcomes suggest that mindfulness could improve the overall level of psychological functioning through direct and R33: We took into account the remark and renamed this section "Negative affects" (page 18 line 4) 34: Under the Limitations subheading, the authors should include that all participants attended regular medical appointments with an addiction specialist, and 60% of the participants attended individual therapy. R34: We thank the reviewer for this remark; we added the following sentence to the limitations section page lines 28-31: "Another limitation related to ecological design is that all participants attended regular medical appointments and that 60% of participants also received psychotherapy."
35: Under the Conclusions subheading, it cannot be concluded that MBRP accounted for significant changes in outcome measures, as there was no control condition, and the participants were attending other appointments also related to their substance use. R35: We removed the word "significantly" and changed the sentence as follows page 19 lines 7-9: "The MBRP in addition to standard care appeared to result in less frequent craving, increased mindfulness levels and improvements in psychological flexibility" 36: Figure 2 , unless this will be printed in color, the lines should be distinguished using dashes, dotted lines, etc, so they can be differentiated.
Overall the description of the data is sound. The study itself however does not move the study of alcohol treatment forward in a significant way. This is largely because the study is small scale and observational and its goals are very modest (to determine feasibility and acceptability). While these are not weaknesses per se, they suggest that the findings would have more "local" interest or should be primarily aimed at practitioners rather than an academic medical/psychiatric audience. I hope that my feedback will not be too discouraging for the authors, who I hope can find a suitable outlet for these findings. Other comments.
37: It is not clear whether the "French national committee for informatics and liberty" is a searchable index. Was the study pre-registered and if so were the stated primary and secondary outcomes prespecified. If not, this is not a major problem from my perspective, but clarification on these points would be helpful.
R37: We thank the reviewer for giving us the opportunity to be more precise in the ethics section. The MBRP group is part of the standard care, as are the assessments we collected. As a result, the declaration was made afterwards. This is a common approach. Patients who are treated in the department are systematically informed that their data can be used for research purposes. As the study is observational, it doesn't appear to s as a critical issue. However, we did state a priori hypothesis before beginning the statistical analysis. Moreover, the systematic collection of data in routine is conceived in accordance to these hypotheses. We added the following sentence on page 7 line 27-28: "This observational study using collected in routine data could not be pre-registered. However, hypotheses were stated before the statistical analysis. "
38: I am not sure what the basis of the authors' assertion that CBT has the "highest level of proof of efficacy in addictions" Are the authors referring to the quantity or *quality* of the evidence? What do the authors consider to be "CBT"? R38: We thank the reviewer for his comment. We modified it as follows (page 4 lines 9-10): "There is evidence supporting the efficacy of CBT's in the treatment of addictions" 39: It is inaccurate to state that CBT "target[s] one specific situation linked to a specific thought and …behavior". A therapist might tackle discrete episodes/high risk situations one at a time, but they would not just target a single ("one specific") situation, otherwise there would be no opportunity for generalization of therapeutic effects. R39: We thank the reviewer for the careful reading, in fact, this statement is probably reductionist. We removed the sentence as it was not crucial.
40: Acceptability of the intervention was not formally assessed (quantitatively or qualitatively) but is indirectly inferred from engagement. R40: Indeed, we considered that the number of sessions attended, and the implementation of home practice were proxies for feasibility and acceptability. We have given more details on the criteria we used to assess feasibility: page 7 Lines 7-10 "Moreover, we hypothesize that this group will demonstrate good acceptability and feasibility with good participation in the sessions and implementation of home practice. Proxies for assessing feasibility were the number of attended treatment sessions and the frequency of mindfulness home practice."
41: There are a large number of inferential statistical analyses. Given that no real inferences can be drawn without a control group, such analysis is problematic. The reporting of p values in a study of this sort is probably less important than reporting effect sizes. R41: We calculated the effect sizes and added these results to the results section. Page 14 lines 1-5: "Within group effect size. At 3 months we found medium effect sizes for the number of HDD, the total alcohol consumption, anxiety, and minfulness and small effet sizes for the number of days of alcohol use, quality of life, depression, psychological flexibility and craving frequency. At 6 months effect sizes were large for depression, mindfulness, craving frequency and psychological flexibility. (see table 2)" We also added two columns in table 2 (page 15) "3 months within group effect size" and "6 months within group effect size"
42: FORMATTING AMENDMENTS (if any)
Required amendments will be listed here; please include these changes in your revised version: 42. 1. Please ensure that your CORRESPONDING AUTHOR'S EMAIL ADDRESS in your main document and Scholar One submission system are the same. R42.1 We apologize for this mistake. We modified the address indicated in the manuscript.
Patient and Public Involvement:
We have implemented an additional requirement to all articles to include 'Patient and Public Involvement' statement within the main text of your main document. Please refer below for more information regarding this new instruction:
Authors must include a statement in the methods section of the manuscript under the sub-heading 'Patient and Public Involvement'.
This should provide a brief response to the following questions:
How was the development of the research question and outcome measures informed by patients' priorities, experience, and preferences? How did you involve patients in the design of this study? Were patients involved in the recruitment to and conduct of the study? How will the results be disseminated to study participants? For randomised controlled trials, was the burden of the intervention assessed by patients themselves? R42.2 We thank the reviewer for this information and added the following statement in the method section. Page 10 lines 24-28 "Patient and Public Involvement. The research question and outcome measures emerged from clinical observation and informal patient feedback. Patients were not directly involved in the design, recruitment or conduct of the study. Patients were informed that the collected data could be used for research purposes and had access to the results on request." 43: Patient advisers should also be thanked in the contributorship statement/acknowledgements. If patients and or public were not involved please state this. R43: We thank the reviewer for this comment. Since neither patients nor their advisers were directly involved in the design of the study, it did not seem relevant to us to quote them in the manuscript. We added the following sentence in the limitation section page 18 line 30-31: "Patients were not involved in the design of the study" Figures can be supplied in TIFF or JPG format (figures in PDF, DOCUMENT, EXCEL or POWERPOINT format will not be accepted), we also request that they have a resolution of at least 300 dpi and 90mm x 90mm of width. R45: We uploaded the figures in an adequate format and did our best to improve the quality.
VERSION 2 -REVIEW

REVIEWER
Sarah Bowen Pacific Oregon University, Psychology REVIEW RETURNED
18-Feb-2019
GENERAL COMMENTS
Authors have responded to all reviewer comments, resulting in a significantly improved manuscript. There are a few additional suggestions outlined below.
Abstract
In the Setting section, it would help to specify the study was with adults, i.e., "in a naturalistic setting with adult outpatients from …" in the Results section, authors state, "We showed a significant reduction …" I suggest stating this as, "Participants reported a significant reduction" or "results suggest a significant reduction …"
In the Conclusion section, first sentence states "The MBRP program showed good acceptability." Nothing about feasibility is mentioned, however, although feasibility and acceptability are both stated as aims. This is an issue throughout the paper.
In the Strengths and Limitations section of the Article Summary, this happens again; authors write, "to provide a clinically relevant view of the feasibility. . ." Acceptability is not mentioned. p. 6: "We also aimed to report the preliminary efficacy data of this program, with a special focus on non-drinking outcomes …" Please provide a brief rationale for why the study focused specifically on non-drinking outcomes. Why is this important? p. 7: Authors specify how feasibility was assessed, but not acceptability. What metric/proxy was used to assess accessibility? Results p. 11: In the section on Acceptability if the Program, authors cite the number of completed sessions as a measure of acceptability. However, earlier, they state attendance will be a marker of feasibility. This needs to be clarified and consistent throughout. Also, this statement is unclear -did the majority of patients complete at least 7 sessions? Or was the mean greater than 7? It might help to include the mean/SD sessions attended, as well as the percentage who attended at least 7. Table 1 . Looking at number of alcohol units and percentage of participants with at least 1 HDD in the past 30 days, it looks as though not all participants would meet criteria for AUD. Do they? Whether or not they do, it would help to state that somewhere in the manuscript, i.e., how many participants meet criteria for AUD.
(The title implies they all do.) p. 12: "We showed a significant correlation between mindfulness level and all three drinking outcomes" Please specify the time point -was this at baseline? p. 13: Authors report change in HDDs was significant at 3 but not 6 months. However, days of drinking was significant at 6 months. This is an interesting finding and should be discussed -any hypotheses about why this might be the case? Discussion p. 16: Regarding mindfulness training reducing craving, authors sate, "Further studies should be lead to explore this hypothesis." First, "lead" should be "led" or "conducted." Also, there have already been a few studies on effects of mindfulness on craving, so that should be mentioned and/or discussed here. In the Setting section, it would help to specify the study was with adults, i.e., "in a naturalistic setting with adult outpatients from …" Response 1:
We thank the reviewer for the careful reading and added this information in the abstract page 2 line 6 "adult outpatients from".
Comment 2:
in the Results section, authors state, "We showed a significant reduction …" I suggest stating this as, "Participants reported a significant reduction" or "results suggest a significant reduction … Response 2:
We added the sentence "Participants reported a significant reduction" on lines 21-22 page 2.
Comment 3:
Response 3:
The reviewer's comments enabled us to observe that there was indeed a lack of clarity about the assessment of feasibility and acceptability throughout the manuscript. We apologize for these discrepancies.
We have added explanations to better distinguish these two concepts. We have also added definitions and clearly defined which elements we used to measure these two concepts. We used attendance to treatment sessions as a proxy for feasibility and dropout rate and home practice as proxies for acceptability.
Thus, we made the following changes: 1) In the Abstract: We added "and dropout rate" in the primary and secondary outcome measures section. (line 14 page2). As we examine both feasibility and acceptability we also added "and feasibility" in the conclusion section line 24 page 2.
2) In the Summary: we completed the sentence in the summary with "and acceptability" on line 7 page 3 3) We added the following paragraph in the method section page (10 line 25 -page 11 line 7) "Feasibility and acceptability Simons and Kursawe, Simons and Kursawe, (2019) defined feasibility as "the proportion of patients who were offered treatment who completed and the number of sessions attended". We used attendance to treatment sessions as a proxy for feasibility. Turrini et al., Turrini et al., (2019) assessed acceptability as follows; "the number of patients leaving the study early for any reason, were recorded as a measure of treatment acceptability". Sekhon, Cartwright and Francis Sekhon, Cartwright, & Francis ( 2017) defined acceptability as "multi-faceted construct that reflects the extent to which people delivering or receiving a healthcare intervention consider it to be appropriate" and including ," perceived effectiveness." Furthermore they indicated that "If an intervention is considered acceptable, patients are more likely to adhere to treatment recommendations and to benefit from improved clinical outcomes." Thus, we used both, dropout rate and home practice as proxies for acceptability, considering that implementation of home practice indicated that mindfulness had been implanted in the patient's daily life, implying a perceived effectiveness of the method". 4) We also added the following information in the "acceptability and feasibility of the program" paragraph of the results section: page 12 lines 13 to 15.
"At 6 months, 27% of patients were dropouts, we thus note that 73% of the participants remained in the study until 6 months after the program." 5) We also added the following sentence in the limitation section on page 20 lines 7-8.
"We used widely-used proxies to assess feasibility and acceptability, but it could have been interesting to complete these data by qualitative interviews" Comment 4:
In the Strengths and Limitations section of the Article Summary, this happens again; authors write, "to provide a clinically relevant view of the feasibility. . ." Acceptability is not mentioned.
Response 4: We apologize for these discrepancies as mentioned in response 3; we completed the sentence in the summary with "and acceptability" on line 7 page 3 Introduction Comment 5: p. 6: Regarding compensation, authors state, "This may interfere with an assessment of the acceptability and feasibility of the program." This assertion needs a citation or further rationale.
Response 5:
We thank the reviewer for this comment and added rationale and citations to this assertion lines 14-22 page 6. "It appears that compensation makes participation more attractive for economically disadvantaged people. Therefore, compensation can have an impact on the clinical representativeness of the sample (Permuth-Wey & Borenstein, 2009) . Furthermore, as remuneration makes participation in the study more attractive, it can have an impact on the information given by the patient about the selection criteria in order to avoid exclusion from the study (Bentley & Thacker, 2004) but also on the retention rate, and affect the acceptability assessment." Comment 6: p. 6: "We also aimed to report the preliminary efficacy data of this program, with a special focus on non-drinking outcomes …" Please provide a brief rationale for why the study focused specifically on non-drinking outcomes. Why is this important?
Response 6:
We thank the reviewer for giving us the opportunity to clarify our methodological choices.
We added this paragraph on page 6 lines 22 to 30 "Non-dinking outcomes are clinically relevant and complementary to consumption criteria, particularly in the context of the recent expansion of therapeutic objectives in alcohol use disorder to include drinking reduction alongside abstinence (Luquiens, Reynaud, & Aubin, 2011) . Person-centered approaches imply very different drinking-objectives depending on the patient. It was noted that variables that do not directly measure consumption could be a more representative indicator of the effectiveness of treatment for patients and healthcare providers, including quality of life (Donovan, Mattson, Cisler, Longabaugh, & Zweben, 2005; Laudet, 2011; Luquiens, Reynaud, Falissard, & Aubin, 2012) . In addition, factors such as depressive disorders, anxiety and craving are known to have an influence on relapse (Cooney, Litt, Morse, Bauer, & Gaupp, 1997; Ehlers, Gilder, Gizer, & Wilhelmsen, 2019; Schneekloth et al., 2012) , and their measurement therefore seems relevant in this context." Comment 7: p. 7: Authors specify how feasibility was assessed, but not acceptability. What metric/proxy was used to assess accessibility?
Response 7:
We thank the reviewer for this comment and clarified this point. As mentioned in response 3; Feasibility was assessed using the proxy number of sessions attended. Acceptability was assessed through dropout rates and home practice. We added a paragraph in the methods section on page 10 line 25 to page 11 line 7. (cf response 3).
Since we have added a more detailed description of the proxies used in the method section we have only retained the following sentence at this point on page 7 lines 18-20.
"Moreover, we hypothesize that this group will demonstrate good feasibility with good participation in the sessions and good acceptability with implementation of home practice and a low dropout rate."
Results
Comment 8: p. 11: In the section on Acceptability if the Program, authors cite the number of completed sessions as a measure of acceptability. However, earlier, they state attendance will be a marker of feasibility. This needs to be clarified and consistent throughout.
We apologize again for this lack of clarity. As mentioned in response 3, we clarified this point throughout the whole manuscript.
As this paragraph reports on feasibility (number of sessions attended) and acceptability (dropout rate and home practice), we changed the name of this paragraph to: "acceptability and feasibility of the program" instead of "acceptability" alone (p 12 line 7) and added the following information on acceptability in this paragraph of the results section: page 12 lines 13-15.
"At 6 months, 27% of patients were dropouts g, we thus note that 73% of the participants remained in the study until 6 months after the program."
We also added the following sentence in the limitation section on page 20 lines 7-8 "We used widelyused proxies to assess feasibility and acceptability, but it could have been interesting to complete these data by qualitative interviews" Comment 9:
Also, this statement is unclear -did the majority of patients complete at least 7 sessions? Or was the mean greater than 7? It might help to include the mean/SD sessions attended, as well as the percentage who attended at least 7.
Response 9:
We thank the reviewer for giving us the opportunity to clarify this point of our results. The way we reported this finding was not very clear and led to confusion. We changed it as follows in the abstract (page 2 line 17) and the results section. (page 12 line 8): "The average number of completed sessions was 6,6 (sd: 1.9)". Comment 10: Table 1 . Looking at number of alcohol units and percentage of participants with at least 1 HDD in the past 30 days, it looks as though not all participants would meet criteria for AUD. Do they? Whether or not they do, it would help to state that somewhere in the manuscript, i.e., how many participants meet criteria for AUD. (The title implies they all do.)
Response 10: Indeed, these outcomes can lead to confusion. We added the following sentence in the "baseline characteristics" section to clarify this topic. (page 12 lines 1-6) "All participants were diagnosed with AUD by a clinician when they started treatment in the addictology unit. At the time of participation in the MBRP program they were not all at the same stage of care, but they all presented criteria for AUD in the last 12 months, and a functioning affected by alcohol use disorder as judged by the clinician, even some had recently became abstinent or had recently reduced drinking. This point explains the heterogeneity in the number of HDD at baseline." Comment 11: p. 12: "We showed a significant correlation between mindfulness level and all three drinking outcomes" Please specify the time point -was this at baseline?
Response 11:
We thank the reviewer for this comment. Every correlation analysis was conducted at baseline. We also changed the title of this section to "Baseline correlations between mindfulness level and drinking and non-drinking outcomes" page 13 line 4.
It is also specified in the "statistical analysis" section that "We calculated Spearman's rank correlation coefficient at baseline" Lines 6-7 page 11 Comment 12: p. 13: Authors report change in HDDs was significant at 3 but not 6 months. However, days of drinking was significant at 6 months. This is an interesting finding and should be discussed -any hypotheses about why this might be the case?
Response 12:
We thank the reviewer for her interest in our results; added a short discussion on this topic in the "Drinking outcomes" paragraph of the discussion section: "Change in HDDs was significant at 3 but not 6 months. However, change in number of drinking days was significant at 6 months. It could be hypothesized that the program increased self-control as a direct effect of mindfulness practice, resulting in a decrease of HDD at the post-intervention assessment on the 3rd month. Change in lifetime balance, resulting in less drinking days, could take more time and be an indirect effect of the program, visible from the 6th month. The loss of significance of HDD at 6 months could be related to a greater dispersion of data, i.e. larger standard deviation, which could traduce a loss of efficacy on self-control in some participants may be due to a decrease in mindfulness practice over time." Discussion Comment 13: p. 16: Regarding mindfulness training reducing craving, authors sate, "Further studies should be lead to explore this hypothesis." First, "lead" should be "led" or "conducted." Also, there have already been a few studies on effects of mindfulness on craving, so that should be mentioned and/or discussed here.
Response 13:
We totally agree with this and removed the sentence to replace it with the following one : "This result is consistent with existing studies documenting the positive impact of mindfulness on craving (Sancho et al. We thank the reviewer for this comment; indeed, this sentence was not very clear. We questioned whether the participant's level of spirituality at baseline could have an impact on outcomes and participation or adherence to treatment. We added this paragraph to clarify our interrogation:
Lines 16 to 20 page 20 " It has been shown that mindfulness trait and spirituality levels are associated and that both increased after participation in a mindfulness-based program (Carmody, Reed, Kristeller, & Merriam, 2008) . Other results suggested that people who meditate regularly have a higher level of openness to experience than those who doesn't (van den Hurk et al., 2011) . It would be interesting to know if this kind of personality trait (eg: openness / spirituality) is a precondition for meditation and if these traits predict treatment adherence or outcomes." 
GENERAL COMMENTS
Revisions to this manuscript have resulted in overall improvements in strength and clarity.
There are just a few final revisions/corrections that I suggest, outlined below.
p. 6: "Moreover, people with an AUD and no co-addiction were a small minority (n=30) of the sample. Therefore, it seemed useful to conduct a study on patients with AUD only." The fact that there are few participants with only AUD is not a rationale for conducting a study on only those participants. Please clarify the rationale here.
p. 7: Period missing after sentence ending "… more adaptive and non-suppressive coping strategies" p. 10: "Informal practice was defined as being aware if the present experience." Is this an awareness that arrives serendipitously? Or bringing an intentional awareness to a routine daily activity? It is more typically described as the latter, but please specify.
Discussion
The Negative Affects section begins "Fostering mindfulness levels could therefore protect participants from relapse." This sentence seems misplaced.
This section should be titled Negative Affect (singular versus plural).
In the Drinking Outcomes section, authors refer to "Change in lifetime balance" I am assuming this is a typo, and should be "lifestyle balance".
In Limitations section, second to last paragraph, "…those who doesn't" should be "those who don't".
VERSION 3 -AUTHOR RESPONSE
We would like to thank the reviewer for taking the time to carefully review our manuscript again.
Comment 1 p. 6: "Moreover, people with an AUD and no co-addiction were a small minority (n=30) of the sample. Therefore, it seemed useful to conduct a study on patients with AUD only." The fact that there are few participants with only AUD is not a rationale for conducting a study on only those participants. Please clarify the rationale here. Response 1 We agree with this comment and have decided to remove this sentence on page 6 lines 11-12. Other, more relevant arguments to justify the study were cited Moreover, people with an AUD and no co-addiction were a small minority (n=39) of the sample. Therefore, it seemed useful to conduct a study on patients with AUD only.
Comment 2 p. 7: Period missing after sentence ending "… more adaptive and non-suppressive coping strategies"
Response 2 We thank the reviewer for the careful reading and added the missing period (page 7 line 12) Comment 3 p. 10: "Informal practice was defined as being aware if the present experience." Is this an awareness that arrives serendipitously? Or bringing an intentional awareness to a routine daily activity? It is more typically described as the latter, but please specify.
Response 3
We totally agree and changed the definition as suggested in "bringing an intentional awareness to a routine daily activity" line 16 page 10 Discussion Comment 4 The Negative Affects section begins "Fostering mindfulness levels could therefore protect participants from relapse." This sentence seems misplaced.
Response 4
We agree with the reviewers comment, we changed the paragraph as follows (page 19 lines 6-17): Fostering mindfulness levels could therefore protect participants from relapse. We also found a decrease in anxiety and depression and an association between mindfulness levels and anxiety and depression; these results are consistent with the scientific literature [80] , which suggested that mindfulness could be negatively associated with negative mood. Several studies showed that negative mood could predict treatment outcomes in SUD and that patients with depression and anxiety could show higher rates of relapse with this disorder [5, [81] [82] [83] [84] . Thus, fostering mindfulness levels could therefore protect participants from relapse. Furthermore, Roos and colleagues found that the MBRP program showed a large effect on substance use outcomes among patients with severe substance use, depression and anxiety symptoms [85] . Here again, mindfulness could have a direct effect on emotion regulation and an indirect effect on drinking outcomes through better emotion regulation.
Comment 5 This section should be titled Negative Affect (singular versus plural).
Response 5
We thank the reviewer for this comment and apologize for this mistake. We have modified the title as recommended (page 19 line 6)
Comment 6
Response 6 Again, our apologies for this mistake, we also changed lifetime into lifestyle as suggested on page 19 line 22.
Comment 7
Response 7
We thank the reviewer for the careful reading and corrected this error on page 20 line 19.
